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- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
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DETAILED ACTION 

Claims 23, 29 to 35 and 43 are pending instant application. Claim 23 has been 
amended and claims 24 to 28, 36 to 42 and 44 to 54 have been canceled as requested 
by Applicant in the correspondence filed 26 September of 2006. 

Any objection or rejection of record that is not expressly repeated in this action 
has been overcome by Applicants response and withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §112 

Claims 23, 29 to 35 and 43 stand rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description and enablement requirements for those 
reasons of record in the previous office action. As stated therein, the instant claims are 
drawn to a method for the treatment of circadian rhythm disorders by administering an 
effective amount of a compound which modulates the activity of a VR2 polypeptide to a 
patient in need of such treatment. Neither the claimed method nor the required 
compound are adequately described in the instant specification, which fails to identify 
even a single actual compound having the required activity and provides neither 
working examples, sound scientific reasoning or evidence that the administration of a 
compound that modulates the activity of a VR2 polypeptide has any effect whatever of 
the circadian rhythm of a mammal. 

Applicant has traversed these rejections on the premise that "the present 
invention lies in the discovery that VR2 modulators can be employed in a method of 
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treating sleep-related conditions and disorders" and "not the provision of specific VR2 
modulators". Applicant's argument that a claim to a method that requires a compound 
having a specific activity is enabled in the complete absence of a description of the 
genus of compounds required or even a single example thereof is illogical and legally 
unsound. To be adequately described and enabled, a process that requires a particular 
product for its practice clearly requires a written description of that product. Applicant's 
attention is directed to M.P.E.P. 2164.01(a) and the decision in In re Wands, 858 F.2d 
731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988), which identifies those factors that are 
to be considered when determining if undue experimentation is required to practice a 
claimed invention. It is noted in the instant case that undue experimentation would be 
clearly required to practice the claimed method because no working examples are 
provided, no guidance with respect to the identity of the required compound or its route, 
dosage or duration of administration is provided and the instant specification fails 
identify an analogous method of the prior art from which this information could be 
derived. Further, before one could even begin to devise a functioning embodiment of 
the claimed method, one would first have to engage in the undue experimentation that 
would be required to make the substantial inventive contribution of discovering the 
identity of at least one compound that modulates the activity of a VR2 polypeptide as 
required by the instant claims. As stated in the original rejection, the instant claims are 
drawn to a process that expressly requires a compound that modulates the activity of a 
VR2 polypeptide and no such compound is described in the instant specification by 
using "such descriptive means as words, structures, figures, diagrams, formulas, etc.". 
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Further, there is absolutely no evidence that VR2 modulators can be employed in 
a method of treating sleep-related conditions and disorders. Applicant is advised that 
assertions contained in a specification are treated as true if they would be believed to 
be true by one of ordinary skill in the art given the evidence of record. Because there 
is absolutely no evidence provided by the instant specification or the prior art of record 
that the administration of a compound that "modulates VR2 activity will have any 
effect whatever on sleep-related conditions and disorders, Applicant's assertion that 
VR2 modulators can be employed in a method of treating sleep-related conditions and 
disorders is not credible to one of ordinary skill in the art of receptor biology in view of 
the evidence of record, or more precisely, the lack thereof. "Credibility is assessed from 
the perspective of one of ordinary skill in the art in view of the disclosure and any other 
evidence of record (e.g., test data, affidavits or declarations from experts in the art, 
patents or printed publications) that is probative of the applicant 's assertions" (M.P.E.P. 
2106.02 ll(b)(1)(ii)). Contrary to Applicant's arguments, one of ordinary skill in the art of 
molecular biology does not automatically conclude that each and every protein that is 
expressed in a particular organ or tissue modulates each and every activity associated 
with that tissue or organ. Therefore, the fact that a VR2 protein "is found to be present 
in extremely high concentrations" in a part of the brain associated with circadian rhythm 
disorders does not support a conclusion that the administration of a compound that 
"modulates" VR2 will have any predictable effect upon one or more of those disorders. 

Applicant's arguments filed 26 September of 2006 have been fully considered but 
they are not persuasive for those reasons given above. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on (571) 272-0867. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
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